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REMARKS 

Claims 3-6 are pending in the instant application. Claims 
3-6 have been rejected. Reconsideration is respectfully 
requested in light of the following remarks. 

I. Rejection of Claims 3-6 under 35 U.S.C. § 112, second 
paragraph 

Claims 3-6 have been rejected under 35 U.S.C. § 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. Specifically, the Examiner suggests 
that the metes and bounds for the phrase *under stringent 
conditions" are not clear. 

Applicants respectfully disagree. 

in accordance with MPEP § 2173, the primary purpose of the 
r equirem ent of def initenessof claim language is to ensure^that— 



the scope of the claimed invention is clear so that the public is 
informed of the boundaries of what constitutes infringement of 
the patent. Definiteness of claim language must be analyzed, not 
in a vacuum, but in light of: 

(A) The content of the particular application disclosure- 
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(B) The teachings of the prior art,- and 

(C) The claim interpretation that would be given by one 
possessing the ordinary level of skill in that pertinent art at 
the time the invention was made. Only a reasonable degree of 
particularity and distinctness is required. MPEP § 2173.01. 
Further, the MPEP and the case law are clear; when reviewing a 
claim for compliance with 35 u.S.C. § 112, second paragraph, the 
Examiner must consider the claim as a whole to determine whether 
the claim apprises one of ordinary skill in the art of its scope 
and, therefore, serves the notice function required by 3 5 U.S.C. 
§ 112, second paragraph. 

Claims of the instant application are drawn to methods for 
determining In cells, tissues or bodily fluids of a patient 
levels of Ovrl07 comprising a polynucleotide sequence of SEQ ID 
NO:l or a polynucleotide which hybridizes under stringent 
conditions to the antisense sequence of SEQ ID NO: 1. 

Methods for assessing whether a polynucleotide hybridizes 
under stringent conditions are well known to those of skill in 
the art. and set forth in great detail in standard reference texts / 
such as Sambrook et al. 1.989 (Molecular Cloning, A Laboratory 
Manual, 2nd Edition, Cold Spring Harbor Press, Cold Spring 
Harbor) . Such methods can be performed routinely by those of 
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skill in the art to assess whether or not a polynucleotide from a 
cell, tissue of bodily fluid of a patient hybridizes under 
stringent conditions to SEQ ID NOrl and thus falls within the 
scope of the claimed method. 

Further, definitions from two online dictionaries which were 
available prior to the filing date of the instant application for 
the term hybridization stringency are also being provided 
herewith. Both definitions require that the percentage of 
matching nucleotides be 70%j>r greater for stringent 
hybridization to occur. According^ " one of skill, in the art can 
also routinely assess whether or not a polynucleotide falls 
within the scope of the instant claims by determining whether the 
sequence has 70% or greater identity with SEQ ID N0:1. 

Thus, the claims, as amended are definite when read in light 
Of the teachings of the prior art and what is well known by those 
of skill in the art. Further, the claims when read as a whole 
apprise one of ordinary skill in the art of their scope, thus 
meeting the requirements of 35 U.S.C. § 112, second paragraph. 

Withdrawal of this rejection under 35 U.S.C. § 112 , first 
paragraph is therefore respectfully requested. 
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II. Rejection of Claims 3-6 under 35 U.S.C. § 112, first 
paragraph 

Claims 3-6 have been rejected under 35 U.S.C. § 112, first 
paragraph, as containing subject matter which was not described 
in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor (s), at the time the 
application was filed, had possession of the claimed invention. 
The Examiner has acknowledged that the specification provides 
evidence for the species SEQ ID NO:l being a cancer marker. 
However, the Examiner suggests that one cannot predict the types 
of additional species that could be used as cancer markers based 
upon this one species. Further, the Examiner suggests that 
possession of a single species is not sufficient to reasonably 
convey possession of the entire genus of nucleic acids recited as' 
"polynucleotide which hybridizes under stringent conditions to 
the antisense sequence of SEQ ID N0:1." 

Applicants respectfully traverse this rejection, 
in accordance with MPEP § 2163.02, an applicant shows 
possession of the claimed invention by describing the claimed 
invention with all of its limitations using such descriptive 
means such as words, structures, figures,, diagram and formulas 
that fully get forth the claimed invention. In the instant 
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application, Applicants have set forth the entire sequence of SEQ 
ID N0:i. Further, at page 3 of the application, Applicants 
specifically teach that levels of a polynucleotide which is 
capable of hybridizing under stringent conditions to the 
antisense sequence of SEQ ID NO:l can also be detected. As 
discussed in Section I , supra, the phrase "stringent 
hybridization" is defined by those skilled in the art as 
requiring the percentage of matching nucleotides be 70% or 
greater. Thus, the instant specification clearly provides the 
required definitive structural features that the claimed 
polynucleotides have at least 70% identity to SEQ ID N0:1 so that 
one of skill in the art can predictably identify molecules as 
being encompassed by the claims. Accordingly, contrary to the 
Examiner's suggestion, the instant claims meet the requirements 
of 35 U.S.C. § 112, first paragraph. 

Withdrawal of this rejection under 35 U.S.C. § 112, first 
paragraph, is therefore respectfully requested. 

III. Conclusion 

Applicants believe that the foregoing comprises a full and 
complete response to the Office Action of record. Accordingly, 
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favorable reconsideration and subsequent allowance of the pending 
claims is earnestly solicited. 



Date: January 22. 2002 

Licata & Tyrrell P.C. 
66 E. Main Street 
Marlton, New Jersey 08053 
(856) 810-1515 
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hybridisation stringency 

<iTt«5lC£!j(.3r.bLoioii.^> The percentage or ni;r.teotides which must match on two unrelated smoje-stranded 
O^i^^itf CUQiCCUles before they will bas« n.gjr with each other to form a duplex , given a certain £££ of 
physical and «.;hernfcai conditions. 

The hybridisation sering.ency is used to determine when a hybridisation probe and a target nucleic ado will 
come together, and can be $s.t by the researcher by Vr-p/ ing the tanpltioQg. In" ^QRr5i, if the percentage of 
!)]:iU;hiny riu.<;(vQE/d.es is lower than 70 percent, the two angje.-stranrfed nudeic odd rriojgcajjss are 
considered nonhomologous and any hybridisation is considered nonstringent. 

(13 Oct 1997) 

Previous; h^/brid DNA, hybrid dysgenesis, hybrid enzyme, hybrid ihviabiiity, hybridation " * 

Next ::_ tehnrfisj-Q^ hybrid tegpja n, h^QtlQ mo[f£^ 



Published at Dt-ipr. or Medical Oncology, u^ivajL-SLtv.-Q/Mcwcaytie uoc n T^n* 
© Oifjynqhr 1997 -.2002 - The CanctirWGB Prof each. Alt Riohfcc Reserved. 
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Search Terms: 



(Ol 



Concains rliis •" Begins with this 



Search Definitions; 




Searching Category 


User input query) 


Searched Word 


hybridize t ion | 


Number of Results 





L 1 coloay .hybridization 
Definition; 

A genetics lab technique used to identify which colonies of bacteria on &u ag.ar plate 
contain a particular sequence of UNA or a particular gene. The technique involves 
pressing a nylon or nitrocellulose membrane onto the plate so that each colony 
contributes a small smudge of itself to die membrane, then treating die membrane with 
chemicals and heat, then washing the membrane with a labeled probe to find the specific 
DNA sequence. The smudges which are indicated by Lhe probe are then compared back 
to the colonies on the agar plate. 'This technique is often used in conjunction wilh 
experiments in vol ving the making of genomic libra ries. 

2. competition hybridization 
Definition: 

A lab technique used to determine how similar two strand.? of single-stranded nucl eic 
acids are to each other by putting them wilh a diird strand (called a standard) and 
observing. how well they can bond with each other no become double-stranded (how well 
they hybridize). 

3. cross-hybridisation (cross hybridization) 
Author: Susan A.Hagedom 

Definition; 

The hydro ae n bonding of a single-stranded DNA sequence that is partially but oot 
entirely complem entary to a single-stranded aaibstratc. Often, this involves hvbridi:>nng a 
DNA probe for a specific DNA s equence to the homo I quo us sequences of different 
species . 

4. DiNA hybridization 
Definition: 

A lab technique used to find out how closely relared two or more separate strands of 
DNA irom different species are to each other. The technique involves radioactive 
labeling. 
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Definition: ' ■ - 

A type of hybridization , In this case ? a strand of DNA is joined with a complemen tary 
strand oP 'RNA to form a double-stranded molecule (or one which is partly double- 
stranded, if' one of die original single strands is shorter than die other). 

6, FIS.O (11 uo re^cence in situ hybridization) 
Dcfhxitiou: 

A physical mappina approach, that xises fluorescent tags to detect hy bridizatio n of probes 
with x netaphaye chromosomes and with the less-condensed somatic interphase 
chromatin. 

7. hybridization 
Definition: 

1. . The process of joining Lwo compl ementary sirands of DNA or one each of DNA 

and RNA to form a double- stranded molecule. 
?» The mating of individuals from different species or sub-species. 

S. hybridization .striugcucy 
Definition: 

Hie percentage of nucleotides which must, match on two unrelated single-stranded 
nucleic acid molecules before they will base pair with each other to form a d uplex , giyen 
a certain .set of physical and. chemical conditions. The hybridization stringency is used to 
determine when a hybrid ization pro be and a targer nucleic acid will come together, and 
can be set by the researcher by varying the conditions. In general, if the percentage of 
matcliing nucleotides is lower than 70 percent, the two single-stranded nucleic acid 
molecules are considered no^pmplogoos and aay hybridization is considered 
nonstringent. 

9. in situ hybridization 
Definition: 

Use of a DNA or RNA. probe to detect the presence of the comple mentary DNA 
sequence hi cloned bacteria] or cultured ^akar yotic cells . 

Also used for locating genes on chromoso mes. The- process is: 
.1 . Prepare microscope slide with cells in nietaohase of mitosis . 

2. Treat .slide with a weak base. Thus denaturing the DNA. 

3. Pour radioactively labeled probe onto the slide. 

4. Expose slide to photographic emulsion lor a few days or weeks. 

5. Develop emulsion. 

JO. hitrogressive hybridization 
Definition: 

The incorporation into a po pulation 's gene pool of genes hrom a different species . 

I I . Northern blot (Northern hybridization, Northern blotting) 
Definition: 

A technique similar lo Southern blottin g chough it is used for RNA. In this technique, 
RNA fragments are transferred from au agarose gel to a nitrocellulose filter, where the 
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12. probe (hybridization probe) 
Definition: 

A single -stranded nudek^ckl molecule with a known, nucleotide sequence which is 
Libeled in some way (for example, radioactive iy, fluorescentlv. or immunologically) and 
used to find and mark: certain DNA or RNA sequences of interest to a researcher by 

hybridizing to it 

13. Southern bid (Southern hybridization, Southern blotting) 
Definition: 

A technique used for searching for a specific DNA fragment. The process is as follows: 

1 . Separate DNA fragments by gel el e ctro phoresis 

2. change pH of gel to basic, thus allowing disruption of H-boads 
3 - b lot. gel with nitrocellulose paper 

4. heaL paper so 05 to fix DNA .fragments 

5 . p robe with labeled messenger RNA or cDNA 

6. wash 

7. complementary mRNA/cDN'A fragments will have hybri dized . 

14. Western blot (Western hybridization, Western blotting) 
Deiinirioju: 

A technic] tie similar to S outhern blotti ng, though it is used for firoteins. 



END 

All entries Copyright i 995-98 by their respective authors or. if no author is listed, by BioTech 

Resources and Indiana Univ ersity 
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